REMARKS 

The Examiner has rejected Claims 1 through 3, 5, 6, 8 through 10 and 12 through 20. 
Claims 3 and 14 are cancelled by way of the above amendment. Claims 1 , 2, 5, 6, 8 through 
10, 12, 13, and 15 through 20 are pending. Independent claims 1 and 12 have been amended 
to incorporate the limitations set forth in claims 3 and 14, respectively, as well as correct 
grammatical errors. The specification has also been amended to recite the current status of 
the parent application as an issued patent. No new matter has been added by way of the 
amendments herein above. 
Rejections under 35 U.S.C. § 103: 

Claims 1 through 3, 5, 6, 8 through 10 and 12 through 20 were rejected by the 
Examiner under 35 U.S.C. §1 03(a) as being unpatentable over Berneis et al. U.S. Patent No. 
5,478,569 in view of Stroh et al., U.S. Patent No. 6,020,003. Applicants respectfully traverse 
this rejection for the following reasons. 

The Examiner argues that the Berneis reference teaches a powdered product 
comprising vitamin A as an active ingredient and fish gelatin. The Examiner further argues that 
the phrases 'last-dispersing" and "releases the active ingredient rapidly upon contact with fluid" 
do not patentably distinguish the invention. The Examiner also argues that disintegration 
within 1 to 60 seconds would be "inherent to any composition comprising active ingredient and 
fish gelatin". The Examiner also alleges that Berneis' silence as to fish gelatin gelling or non- 
gelling permits an interpretation that both are taught by the reference. The Examiner states 
that Berneis does not teach non-hydrolyzed, and relies upon Stroh for a teaching of vitamins 
mixed with hydrolyzed gelatin. The Examiner concludes that one of ordinary skill in the art 
would have found the preparation of a vitamin composition using non-hydrolyzed fish gelatin in 
view of these teachings. 

Applicants have amended independent claims 1 and 12 to specify the preferred dosage 
form of the invention, i.e., oral solid fast-dispersing dosage form. Antecedent basis for this 
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amendment can be found in the Summary of the Invention section of the instant specification. 

Neither the teachings found in Berneis nor Stroh, alone or even when combined, would 
have lead one of ordinary skill in the art to arrive at Applicants' claimed invention. The subject 
matter of Berneis et al. is directed to "liquid or pulverous composition" in the form of an 
aqueous emulsion or dry powder wherein fish gelatin is used as a "protective colloid." The 
Examiner is referred to the abstract and summary sections of the Berneis reference. 

To begin with, Applicants 1 claimed invention is specifically directed to an oral solid fast- 
disintegrating dosage form. The claimed dosage form is, therefore, not a liquid dosage form. 
Nor is the alternative pulverized powder comparable to Applicants' claimed invention, as 
Berneis teaches that one of the objectives of the invention is accomplishing a desired 
dispersibility in cold water. Berneis powders, therefore, would be solubilized before placement 
in the oral cavity in contrast to the instant invention. In summary, Berneis et al. is absent a 
teaching of Applicants' claimed dosage form per se. 

Stroh et al. does not bring Berneis closer to Applicants' invention. Stroh is directed to a 
"tablettable powder" containing non-hydrolyzed gelatin which is then to be compressed into a 
tablet. There is no teaching or suggestion within Stroh that tablets prepared according to Stroh 
are "fast-disintegrating" in the manner of Applicants' invention. 

The Examiner attempts to completely disregard the recited process language in the 
claims apparently under a misguided belief that this is always an appropriate examination act 
whenever product-by-process claim format is presented. Contrary to the Examiner's belief, the 
recited process language in both independent claims 1 and 12 are directly responsible for the 
resultant "fast-disintegrating" property to the product that the Examiner erroneously believes to 
be inherent in the Berneis and Stroh references. The solvent sublimation process recited in 
claims 1 and 12, and the resulting network within the dosage form are associated with rapid- 
disintegration, e.g., within 1 to 60 seconds and as little as 10 seconds, upon placement in the 
oral cavity and in contact with saliva. The process language, therefore, breathes meaning into 
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the claimed product and distinguishes the product from the cited prior art. It cannot be fairly 
argued that Applicants 1 claimed invention and its rapid-disintegration properties are "inherent" 
in the Berneis and Stroh references. 

Furthermore, the individual teachings of fish gelatin and non-hydrolyzed gelatin within 
Berneis and Stroh, respectively, are not properly combinable. It is not understood why one of 
ordinary skill in the art would have viewed teachings of Stroh of preparing a tablettable powder 
intended for compression into a tablet, and combined such with the dosage form of Berneis, 
which is directed to a pre-solubilized liquid-state drink. Neither Berneis nor Stroh provide 
teachings that would have motivated one of ordinary skill in the art to formulate and prepare 
Applicants' claimed dosage form, because the teachings of the references could not have lead 
one of ordinary skill to arrive at Applicants 1 claimed invention. All of this in addition to the 
absence of specific preference for non-gelling form of fish gelatin in Applicants' claims. The 
Examiner has failed to present a set of teachings that can adequately support a proper 
rejection based on obviousness grounds. 

Given the above, the claims are not unpatentable in view of the Berneis and Stroh 
references within the proper meaning of 35 U.S.C. §103. This rejection should, therefore, be 
withdrawn. 

Claims 1 through 3, 5, 6, 8, 9 and 12 through 20 were rejected by the Examiner under 
35 U.S.C. §1 03(a) as being unpatentable over Stroh et al., U.S. Patent No. 6,020,003. 
Applicants respectfully traverse this rejection for the following reasons. 

The shortcomings of the Stroh reference are discussed in Applicants' response above 
to the rejection under 35 U.S.C. §1 03(a) and are likewise applicable and repeated herein. 
Again, Applicants' claimed invention is specifically directed to an oral solid fast-disintegrating 
dosage form. 

Stroh is directed to a tablettable powder" containing non-hydrolyzed gelatin which is 
then to be compressed into a tablet. There is no teaching or suggestion within Stroh that 
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tablets prepared according to Stroh are 'last-disintegrating" in the manner of Applicants' 
invention. The Examiner attempts to completely disregard the recited process language in the 
claims apparently under a misguided belief that this is always an appropriate examination act 
whenever product-by-process claim format is presented. Contrary to the Examiner's belief, the 
recited process language in both independent claims 1 and 12 are directly responsible for the 
resultant 'last-disintegrating" property to the product that the Examiner erroneously believes to 
be inherent in the Stroh references. The solvent sublimation process recited in claims 1 and 
12, and the resulting network within the dosage form are associated with rapid-disintegration, 
e.g., within 1 to 60 seconds and as little as 10 seconds, upon placement in the oral cavity and 
in contact with saliva. The process language, therefore, breathes meaning into the claimed 
product and distinguishes the product from the cited prior art. 

It cannot be fairly argued that Applicants 1 claimed invention and its rapid-disintegration 
properties are present in Stroh. The Examiner is applying an inappropriate level of hindsight to 
fill a substantive gap in teaching between Stroh and Applicants 1 claimed invention. The 
claimed fast-dispersing property that results in part from the recited process language is simply 
absent from Stroh. All of this in addition to the absence of specific preference for non-gelling 
form of fish gelatin in Applicants' claims. The Examiner has failed to present a reference that 
adequately supports a proper rejection based on obviousness grounds. 

Given the above, the claims are not unpatentable in view of the Stroh reference within 
the proper meaning of 35 U.S.C. §103. This rejection should, therefore, be withdrawn. 
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Conclusion : 

In light of the above amendments and the accompanying remarks, it is believed that the 
application is now in condition for allowance, and prompt notification to that effect is earnestly 
solicited. The Examiner is invited to contact the undersigned to discuss the application on the 
merits if it is believed that such discussion would expedite the prosecution. 



Respectfully submitted, 



Dated 




Andrew GrRozycki, Re 
Attorney for Applicants 
Cardinal Health, Inc. 
7000 Cardinal Place 
Dublin, Ohio 43017 
Tel. (614) 757-7413 
Fax (614) 757-2243 
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